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Disclaimer

This guideline has made possible through support provided by the U.S. Agency for International Development (USAID) under
Primary Health Care Project in Iraq (PHCPI) implemented by University Research Co,. LLC. This guideline has been developed in
Iraq in close collaboration with the Ministry of Health (MoH) on November 2013.
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Case definitions and treatments for AEFI

event

Case definition

Treatment

Vaccines

Acute flaccid
paralysis (Vaccine
associated paralytic
poliomyelitis)

Acute onset of flaccid paralysis within 4 to 30 days of receipt of oral
poliovirus vaccine (OPV), or within 4 to 75 days after contact with a
vaccine recipient and neurological deficits remaining 60 days after
onset, or death.

No specific treatment
available; supportive care

OPV

Anaphylactoid
reaction (acute
hypersensitivity
reaction)

Exaggerated acute allergic reaction, occurring within 2 hours after
immunization, characterized by one or more of the following:

¢ wheezing and shortness of breath due to bronchospasm

o laryngospasm/laryngeal oedema

e one or more skin manifestations, e.g. hives, facial oedema, or
generalized oedema.

Less severe allergic reactions do not need to be reported.
Exaggerated acute allergic reaction, occurring within 2 hours after
immunization, characterized by one or more of the following:

e wheezing and shortness of breath due to bronchospasm

o laryngospasm/laryngeal oedema

 one or more skin manifestations, e.g. hives, facial oedema, or
generalized oedema.

Less severe allergic reactions do not need to be reported.

Self-limiting; antiemetic
may be helpful.

Al

Anaphylaxis

Severe immediate (within 1 hour) allergic reaction leading to
circulatory failure with or without bronchospasm and/or
laryngospasm/laryngeal oedema

Adrenaline injection

All

Arthralgia

Joint pain usually including the small peripheral joints. Persistent if
lasting longer than 10 days, transient: if lasting up to 10 days.

Self-limiting;
Analgesics

Rubella,
MMR

Brachial neuritis

Dysfunction of nerves supplying the arm/shoulder without other
involvement of nervous system. A deep steady, often severe aching
pain in the shoulder and upper arm followed in days or weakness by
weakness and wasting in arm/shoulder muscles. Sensory loss may
be present, but is less prominent. May present on the same or the
opposite side to the injection and sometimes affects both arms.

Symptomatic only;
analgesics.

Tetanus

Disseminated BCG
infections

Widespread infection occurring within 1 to 12 months after BCG
vaccination and confirmed by isolation of Mycobacterium bovis BCG
strain. Usually in immunocompromised individuals.

Should be treated with anti-
tuberculous regimens
including isoniazid &
rifampicin.

BCG

Encephalopathy

Acute onset of major illness characterized by any two of the following
three conditions:

e seizures

o severe alteration in level of consciousness lasting for one day or
more

o distinct change in behavior lasting one day or more.

Needs to occur within 48 hours of DTP vaccine or from 7 to 12 days
after measles or MMR vaccine, to be related to immunization.

No specific treatment
available; supportive care.

Measles,
Pertussis

Fever

The fever can be classified (based on rectal temperature) as mild (38
to 38.9.C), high (39 to 40.4.C) and extreme (40.50C or higher).
Fever on its own does not need to be reported.

Symptomatic; paracetamol.

All

Hypotonic,
hyporesponsive
episode (HHE or
shock-collapse)

Event of sudden onset occurring within 48 [usually less than 12
hours of vaccination and lasting from one minute to several hours, in
children younger than 10 years of age. All of the following must be
present:

o limpness (hypotonic)

o reduced responsiveness (hyporesponsive)

The episode is

transient and self-limiting,
& does not require specific
treatment. It is not a
contraindication to further
doses of the vaccine.

Mainly
DTP,

Rarely
others
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o pallor or cyanosis — or failure to observe/ recall

Injection site Fluctuant or draining fluid-filled lesion at the site of injection. Incise and drain; antibiotics | All
abscess Bacterial if evidence of infection (e.g. purulent, inflammatory signs, if bacterial.
fever, culture), sterile abscess if not.
Lymphadenitis Either at least one lymph nodes enlarged to >1.5 cm in size (one Heals spontaneously BCG
(includes adult finger width) or a draining sinus over a lymph node. (over months) and best not
suppurative Almost exclusively caused by BCG and then occurring within 2 to 6 to treat unless lesion is
lymphadenitis) months after receipt of BCG vaccine, on the same side as sticking to skin. If so, or
inoculation (mostly axillary). already draining, surgical
Drainage & local
instillation of
antituberculous
drug.
Systemic treatment
with anti-tuberculous drugs
is ineffective
Osteitis/ Inflammation of the bone with isolation of Mycobacterium bovis BCG | Should be treated with anti- | BCG
Osteomyelitis strain. tuberculous regimens
including isoniazid and
rifampicin.
. Persistent Inconsolable continuous crying lasting 3 hours or longer Settles within a day or so; DTP,
inconsolable accompanied by high-pitched screaming. analgesics may help. Pertussis
screaming
Seizures Occurrence of generalized convulsions that are not accompanied by | Self-limiting; All,
focal neurological signs or symptoms. supportive care; especially
Febrile seizures: if temperature elevated >38.C (rectal) paracetamol & cooling if Pertussis,
Afebrile seizures: if temperature normal febrile; rarely Measles
anticonvulsants.
Sepsis Acute onset of severe generalized illness due to bacterial Urgent transfer to hospital | All
infection and confirmed (if possible) by positive blood culture. Needs | for parenteral antibiotics &
to be reported as possible indicator of programme error. fluids.
Critical to recognize and treat early.
Severe local Redness and/or swelling centred at the site of injection and one or Settles spontaneously All
reaction more of the following: within a few days to a week
o swelling beyond the nearest joint Symptomatic treatment with
e pain, redness, and swelling of more than 3 days duration analgesics. Antibiotics are
e requires hospitalization. inappropriate.
Local reactions of lesser intensity occur commonly and are trivial and
do not need to be reported.
Thrombocytopaenia | Serum platelet count of less than 50,000/ml leading to bruising Usually mild and self- MMR
and/or bleeding limiting; occasionally may
need steroid or platelets.
Toxic shock Abrupt onset of fever, vomiting and watery diarrhea within a few Urgent transfer to hospital | All
syndrome (TSS) hours of immunization. Often leading to death within 24 to 48 hours. | for parenteral antibiotics &

Needs to be reported as possible indicator of programme error.
Critical to recognize and treat early.

fluids.
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1(7) pbs gale
CASE INVESTIGATION FORM FOR SUSPECTED AEF

Patient’s name: - ID No.
Patient’s residence
Governorate District
Mahall ZUkak House’s No.
Date of notification / / Reporter’s name:
Date of investigation / / Investigator’s name:
Sex: - Male Female
Date of birth: - / / if unknown age in months
Date of onset of symptoms: - / /
Date of vaccination with suspected causative vaccine:- / /
Interval between vaccination & symptoms onset: -
Months Days Hours
. Type of AEFI
A. Local :
Injection site abscess YES NO UNKNOWN
BCG Lymphadenitis YES NO UNKNOWN
Sever local reaction YES NO UNKNOWN
(describe )
B. Central Nervous System
Acute flaccid paralyses YES NO
UNKNOWN
Encephalitis / meningitis  YES NO
UNKNOWN
Convulsions YES NO
UNKNOWN
C. Other possible reactions
Anaphylaxis YES NO UNKNOWN
Fever YES NO UNKNOWN
(How high)
Toxic shock syndrome YES NO
UNKNOWN
Others YES NO UNKNOWN
(specify)
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2. Immunization history
vacci Date of immunization
accine 1% dose 2" dose 3" dose 4™ dose 5™ dose
1 | BCG
2 | Penta
3 | Tetra
4 | Rota
5 | opv
6 | DTP
7 | Hepatitis B
8 | Measles
9 | MMR
07T
11 | Tdor TD
12 | Others
3. History of reaction to previous doses or drug allergies
4. Treatment
Treatment required?  YES NO UNKNOWN
Physician’s Name Telephone No.:
Hospitalized? YES NO if so, where
5. Specimens collected YES NO UNKNOWN
e What are the specimens (if done)
e Lab. Finding (if done)
6. Outcome of patient cure STILL UNDER TREATMENT DEATH
7. Suspected vaccine (s):-
I. List vaccines* most likely to cause reaction.
Name of | Vaccination | Manufactured | Manufacturing | Batch | Expiry
vaccine date by date number | date
1
2
3

could be one or more

I1. Suspected Diluent(s)*: - if used

Name | Vaccination | Manufactured | Manufacturing | Batch | Expiry Storage
of date by date number | date | temperature
diluent

*|w|No |~

could be one or more
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Suspected Syringes* if used

Name of
syringe

Vaccination
date

Manufactured
by

Manufacturing
date

Batch
number

Expiry
date

*|w|No| -

could be one or more

8. Conclusions
I. Type of AEFI

a.

b.

C.

d.

Vaccine induced

Programme error

Coincidental

unknown

I1. Causative vaccine (if it is a vaccine induced AEFI)

Investigator’s name
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WPRO/EPI1/99.01.

3. Supplementary information on vaccine safety, Part 2:
Background rates of adverse events following immunization,
WHO/V&B/00.36

4. A _Aide_Memoire_AEFI_Investigation,
WWW.who.int/immunization_safety/en,
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5.AEFI_causality AR.pdf, WWW.who.int/immunization_safety/en,
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6. Immunization Essential / A Practical field Guide -The cold
chain / module 3/ WHO Guidelines
7. Vaccine and Biological / Ensuring the quality of vaccine at
country level/ Guidelines for health staff / WHO/V&B/02.16.
8. Mid-level Management course for EPI Manager / Logistics/
Module (8&9).
9. Vaccine and Biological / Highlights from 2002-2005 strategy.
10.Vaccine  Vail Monitor / Guidelines/  Guidelines
WHO/EPI/LHIS /96.04.
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11. Immunization in practice /Global Programme for Vaccine
and Immunization /WHO.

12. Monitoring vaccine wastage at country level, Guidelines
for programme managers.

13. Pre-qualified equipment for the Expanded Programme on
Immunization (EPI) Version date 17 June 2014, WHO/1VB/11.08
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